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NA5A Number: 141-I 11 

Sponsor: Pfizer Inc 
235 East 42”d St 
New York, NY 10017 

Generic Name: carprofen 

Trade Name: Rimadyl~ Chewable Tablets 

marketing Status: RX 

Effect of S~~~~ernent~ This supplement provides for flexibi#~ty in administration of the total 

daily dose of Rimadyl@ Chewable Tablets. The drug may be administered orally at 2 
milligrams per pound of body weight once daily or 1 milligram per pound of body weight 
twice daily.. 4 j’/T/ > 

Rimadyl~ is indicated for the relief of pain and inflammation associated with ost 
dogs. 

E ACRE, RCNTE QF A~~~~l~TRA~l~~ AND RE~~~~E~~E~ DQSAGE 

A. osage Form: Rimadyl@ is available as 25, 75, and 100 mg scored tablets. 

B. Route of Administration: Oral 

C. R ded Dosage: The recommended dosage for oral administratio 
2 y. The totat’ daily dose may be administered as 2 mgllb of bod 
once daily or divided and administered as ? mg/lb twice daily. Rimady~* Chewable 
Tabtets are scored and the dosage should be calculated in half-tablet inurements. 
Tablets can be halved by placing the tablet on a hard surface and pressing d 
both sides of the score. Rimadyl@ Chewable Tablets are palatable and wilfin 
consumed by most dogs. Tablets may be fed free choioe or placed on food. Care 

be taken to ensure that the dog consumes the complete dose. 

~li~i~a~ effectiveness of the recommended dosage of 1 rng~~b dy weight twice daily 

ntai~ed in the urigjnal Freedom of information Summary NADA 14%111, 



Rimadyl@ Chewabfe Tablets - SlNADA 14M”Il 

ctiveness of the recommended dosage of 2 mgllb body weight 
is contained in the supplement to the Freedom of ~nforrnat~o~ S~rnrna~ fo 
141-053. 

Reference is made to comparable relative biaava~labi~ity of RimadyP Caplets and 
imadyl@ Chewable Tablets contained in original Freedom of Information for NADA 

f41-I I 1 n This study supports the comparable bioavai~abil~ty of the caplet and 
chewable tablet when administered at a rate of 2 mg/fb total daily dose. 

osage Characbwiration 

Based on the approved 2 mgllb total daily dose for Rjmadyf~ Caplets ~NA~A 141-053) 
and its comparable bjoava~~abi~ity to Rimadyl@ Chewable Tablets (NADA 14%l1l>, 

imadyl* Chewabfe tablets administered at a dosage of 2 mg/lb body weight once 
daily is expected to be effective for the relief of pain and inflammation associated with 
osteoarthritis in dogs. No additionaf clinical effectiveness data were required for 
approval. 

Studies demonstrating the safety of Rimadyl@ Chewabfe Tablets for use in do 
contained in the original FOI summary for the approvaf for adyl@ Chew 
Tablets (NADA 141-l II) dated May 14, ?999. No new ani safety data 
required for approval of this supplement. 1 

uman Safety Relative to Food consumption: 

uman food safety, pertaining to consumption of drug residues in food, were 
d for approval of this supplement. Rimadyf@ Chewable Tablets are 
r use in dogs only. 

uman Safety Relative to Possession, Handling and Administration: 

Labeling contains adequate caut~on/warnjng statements. 

The data in support of this NADA comply with the requiremen 
Act and Section 514 of the implementing regulations. The data demonstra 
Rimadyl* Chewable Tablets (carprofen), when used under labeled conditio 
are safe and effective. 

Rimadyl~ Chewable Tablets are restricted to use by or on the order of a license 
veterinarian because professional expertise is needed to diagnose canine 
osteoarthritis and to monitor response to treatment. 



Ri~ad~~~ Chewable Tablets - SfNADA 141-l 11 

nder section 5~2(~)(2)(F)(~ii) of the FFDCA, this approval for non-food prod~~~~g 
animals does no alify for marketing exclusivity because the supplemental 
application does contain substantial evidence of the effectiveness of the dr 

valved, or any studies of animal safety required for the approval and conduct 
sponsored by the applicant. 

Pfizer Inc Patent Nos. US 4,264,500 expires February 2 
US 6,013,808 expires April 15, 2019 

Vlli. LABELING 

Package insert 
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2’ . ‘j For oral use in dogs only ;,.. ,.: ,I’ a _I *; Caution: Federal law restricts 
’ : this drug to use by or on the 

/L _ f order of a liceosed veterinarian. 
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c?r , For oral US@ in dogs only 
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